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CHEMISTRY REVIEW NO. 3
ANDA # 74-898 (CR3 Flexible Containers)

NAME AND ADDRESS OF APPLICANT
Abbott Laboratories
Attention: Thomas Willer

One Abbott Park Road

Abbott Park, IL 60064-=3500

LEGAL BASIS FOR SUBMISSION

Based on Bracco Diagnostics' Isovue 200, Isovue 250, Isovue 300
and Isovue 370 with patents (4001323) expired on 1/4/96.
Exclusivity (D-28) for Isovue 370 will expire on 5/15/98.

SUPPLEMENT (s)N/A 6. PROPRIETARY NAME N/A
NONPROPRIETARY NAME 8. SUPPLEMENT (s) PROVIDE(s) FOR:
Iopamidol N/A

 AMENDMENTS AND OTHER DATES:

FDA:
12/3/97 NA letter faxed to firm.

Firm:
4/29/96 Orig. ANDA submission (This review)
12/4/97 Response to FAX NA letter of 12/3/97.

Q GO 11. Rx or OTC

A nonionic radiopaque Rx
contrast media

E D/NDA F(s
See DMF checklist #37.

DOSAGE FQORM

Injectable solution

POTENCY

41% (200 mg L/mL) 200 mL

51% (250 mg L/mL) 200 mL

61%(300 mg L/mL) 250 mL, 500 mL

76% (370 mg L/mL) 250 mL., 500mL .
CONCLUSIONS AND RECOMMENDATIONS
Approval

REVIEWER: DATE COMPLETED:
J.Fan 12/11/97

12/17/97 (Revised)




